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had the foresight to negotiate licenses to future patents.” (Figg, Tr. 1975-76; see Figg, Tr. 1972
(oxymorphone ER “wouldn’t be on the market had Impax not entered the settlement and license
agreement in June of 2010”); CX4037 (Smolenski, Dep. at 43)).

1451. Dr. Addanki noted the same point, testifying that “[b]ut for the settlement, had
there been continued litigation, as | fully expect there would have been . . . and had Impax not
been willing to launch at risk, then Impax would not have launched at any date before January 1,
2013, if at all, to date, just based on the events that have actually occurred in the real world with
the ongoing litigation.” (Addanki, Tr. 2382).

1452. And one “can infer that the settlement was actually procompetitive,” because
Impax negotiated the right to enter earlier than it otherwise could have without facing significant
patent risk. (Addanki, Tr. 2208-09, 2382).

1453. There is no evidence that these benefits could have been achieved without the
SLA. In fact, Complaint Counsel’s economic expert, Professor Noll, admits that consumers are
better off today because Impax is selling oxymorphone ER. (Noll, Tr. 1669).

1454. Complaint Counsel’s medical expert, Dr. Savage, also agrees that consumers are
better off because they have access to oxymorphone ER. For some patients oxymorphone is “an
especially good medication” and “having diversity in our choice of opioids improves patient care
and outcomes.” (Savage, Tr. 818).

1455. Dr. Savage further explained that “as a physician, certainly the more options we
have available for clinical treatment, the better. (CX4041 (Savage, Dep. at 102); see Savage, Tr.

821 (patient care is improved “from having a diversity of options™)).
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1456. The loss of Impax’s oxymorphone ER product would have been bad for
consumers because it would have caused “transient negative changes for some patients” and
anxiety among others. (Savage, Tr. 817-18, 819).

1457. Complaint Counsel’s patent expert does not dispute that consumers have
benefited. Mr. Hoxie offers no opinion that any consumer was harmed as a result of the SLA.
(Hoxie, Tr. 2745). In fact, Mr. Hoxie does not offer any opinions about the effect of the SLA
period. (Hoxie, Tr. 2745, 2903 (conceding that he did not “offer any opinions about the effect of
the settlement and license agreement in the long-acting opioid market™)).

B. Professor Bazerman’s Claims that an Alternative Settlement Theoretically
was Possible Are Not Substantiated

1458. Complaint Counsel’s economic expert, Professor Noll, did not attempt to
determine whether an alternative settlement with an earlier entry date was feasible. (Noll, Tr.
1596-97, 1648).

1459. Instead, Professor Noll opined that the feasibility of an alternative settlement was
irrelevant to his analysis. (Noll, Tr. 1484, 1597).

1460. Complaint Counsel consequently proffered Professor Max Bazerman as an expert
in negotiation and managerial decision-making. (Bazerman, Tr. 844).

1461. Professor Bazerman opined that that Endo-Impax settlement “was linked to the
no-AG/Endo credit agreement and also linked to the development and co-promotion agreement.”
(Bazerman, Tr. 877).

1462. The linkage between those terms and the settlement agreement purportedly
“served as a means for Endo to compensate Impax to accept the January 2013 date.” (Bazerman,

Tr. 877).
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1463. These terms also purportedly “served to move the entry date to a later point in
time” than if the parties had pursued and accepted an “entry-only” agreement. (Bazerman, Tr.
877).

1464. It is Professor Bazerman’s opinion that absent these terms, Endo and Impax could
theoretically have negotiated an alternative settlement with an earlier entry date. (Bazerman, Tr.
907).

1465. But Professor Bazerman’s opinion is not based on any actual analysis, and reflects
his categorical opposition to reverse-payment settlements. There consequently is no economic
analysis or record evidence suggesting that the substantial procompetitive benefits enjoyed by
consumers could have been achieved without the SLA.

1. Professor Bazerman Opposes Any Transfer of Value From a Brand
Drug Company to a Generic Drug Company

1466. Professor Bazerman believes that every reverse-payment settlement is both
“nefarious” and “parasitic,” which together are “similarly negative” qualities. (Bazerman, Tr.
900-01).

1467. Professor Bazerman is suspicious of the very existence of any reverse payment
between a brand drug company and a generic drug company. (Bazerman, Tr. 900).

1468. Professor Bazerman wants Congress to make a “legislative change to address
what [he] refer[s] to as pay-for-delay cases” because the legal system “has resulted in a set of
decisions that are harmful to consumers.” (Bazerman, Tr. 895).

1469. Indeed, Professor Bazerman cannot imagine a scenario in which consumers are

better off under an agreement that contains a reverse payment. (Bazerman, Tr. 901-02).
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1470. Professor Bazerman consequently testifies against pharmaceutical settlements in
what he describes as “the pursuit of justice,” serving as an expert witness for the FTC in four
separate cases challenging reverse-payment settlements. (Bazerman, Tr. 882, 904-05).

1471. In each of those cases, Professor Bazerman testified that the terms in the
settlement agreements were linked. (Bazerman, Tr. 886-87).

1472. And in each case, Professor Bazerman opinioned that the linkage served to delay
generic entry. (Bazerman, Tr. 887).

1473. Indeed, Professor Bazerman’s views on reverse-payment settlements have not
changed since his expert work for the FTC in the Schering-Plough case over fifteen-years ago.
(Bazerman, Tr. 895).

1474. Each time Professor Bazerman is hired by the FTC to oppose purported reverse-
payment settlements he accepts the work “because [he] care[s] about justice.” (Bazerman, Tr.
905).

1475. As Professor Bazerman testified, “as I think about taking this work, I don’t think 1
want to work for the FTC, | think | want to create justice for consumers.” (Bazerman, Tr. 905).

1476. For this reason, Professor Bazerman has never been employed as an expert for a
drug company in so-called reverse-payment litigation or any other form of litigation.
(Bazerman, Tr. 906).

1477. Indeed, Professor Bazerman is disinclined to consult for any company that even
raises the idea of a reverse payment settlement. (Bazerman, Tr. 899-900).

1478. Professor Bazerman is similarly disinclined to work for any company that is
willing to consider a No-Authorized Generic term in settlement negotiations. (Bazerman, Tr.

901).
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1479. Any such work would violate Professor Bazerman’s personal set of ethics.
(Bazerman, Tr. 899-900).

1480. As just one example of how Professor Bazerman’s ethics are applied in practice,
Professor Bazerman testified about contingency contracts. (Bazerman, Tr. 926-28).

1481. Ordinarily, Professor Bazerman loves contingency contracts. (Bazerman, Tr.
926).

1482. He believes they create value by allowing negotiators to stop arguing about their
divergent beliefs and instead leverage their differences through bets that both sides expect to
win. (Bazerman, Tr. 926-27).

1483. This includes licensing agreements whereby the licensor either receives money if
the licensed product sells well or owes money if the licensed product does not sell well.
(Bazerman, Tr. 927-28).

1484. The Endo Credit and Royalty provisions are an example of a contingency contract
that addressed Impax’s and Endo’s different beliefs about what was going to happen to Opana
ER sales. (Bazerman, Tr. 928).

1485. Professor Bazerman nevertheless condemns the terms because he has an ethical
objection to the use of a contingency contract in this particular case. (Bazerman, Tr. 928).

1486. Still, Professor Bazerman concedes that an entry-date only settlement, his
preferred outcome to the Endo-Impax litigation, would have included a transfer of value to the
generic company. (Bazerman, Tr. 882).

1487. Entry-date only settlements similarly eliminate the risk of competition from the

generic company. (Bazerman, Tr. 882).
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2. Professor Bazerman’s Lack of Analysis Reflects the Pure Speculation
Underlying His Opinion of an Alternative Settlement

1488. Professor Bazerman opined that Endo and Impax could have secured an earlier
entry date with an “entry-only” agreement. (Bazerman, Tr. 845-46, 877).

1489. In forming his opinions, Dr. Bazerman did not speak to any individual employed
by Endo or Impax. (Bazerman, Tr. 880).

1490. Professor Bazerman only spoke to FTC staff. (Bazerman, Tr. 879). Indeed, it
was the FTC staff that identified which documents Professor Bazerman should read and which
portions of deposition transcripts he should review. (Bazerman, Tr. 881).

1491. Accordingly, any suggestion that the “parties would have agreed to a settlement
that was materially different from the settlement they actually agreed to, the one before us, is
pure speculation.” (Addanki, Tr. 2359).

1492. The reason for this is because there are no facts suggesting an alternative
settlement would actually have been acceptable to the parties. “To hypothesize a settlement and
say they would have agreed to it would be the purest speculation.” (Addanki, Tr. 2374).

a. No Analysis Regarding the Settlement’s Impact on Consumers

1493. Professor Bazerman testified that Endo-Impax settlement was “parasitic.”
(Bazerman, Tr. 896).

1494. Professor Bazerman opines that the negotiations between Impax and Endo created
a structure that was likely to be bad for consumers. (Bazerman, Tr. 896-97).

1495. But Professor Bazerman has not analyzed whether the settlement agreement
between Impax and Endo was actually anticompetitive. (Bazerman, Tr. 928-29 (“I haven’t used

the word ‘anticompetitive’ anywhere in my report.”)).
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1496. Professor Bazerman does not address what actually happened in the real world as
a result of the settlement agreement between Endo and Impax, explaining that his “opinions were
not dependent on . . . outcomes.” (Bazerman, Tr. 897).

1497. Professor Bazerman has not analyzed what has transpired since the settlement to
determine the settlement’s overall impact on consumers, including whether it was actually bad
for them. (Bazerman, Tr. 897, 929).

1498. And Professor Bazerman has not assessed the benefits consumers received as a
result of the settlement agreement when compared the benefits they might have gotten if there
had been another settlement. (Bazerman, Tr. 897).

1499. Indeed, Professor Bazerman does not offer an opinion about whether the
settlement between Endo and Impax was bad for consumers when compared to any outcome that
would have occurred absent the settlement. (Bazerman, Tr. 929).

1500. Professor Bazerman has not assessed whether consumers would have been better
off if Impax had continued to litigate against Endo, with or without an at-risk launch.
(Bazerman, Tr. 897, 930).

1501. Professor Bazerman admits, moreover, that if Impax continued to litigate against
Endo and lost, consumers would not have benefited. (Bazerman, Tr. 906).

1502. Professor Bazerman did not conduct any analysis regarding consumer impact
even though he has the technical skills to do so. (Bazerman, Tr. 897-99).

b. No Analysis Regarding an Earlier Entry Date

1503. Professor Bazerman opined that Endo and Impax theoretically could have
negotiated an earlier entry date. (Bazerman, Tr. 907).
1504. But Professor Bazerman cannot identify what the earlier entry date would have

been. (Bazerman, Tr. 907).
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1505. Professor Bazerman cannot even identify the zone of possible entry-date
agreements for Endo and Impax. (Bazerman, Tr. 913-14).

1506. In fact, Professor Bazerman cannot say with certainty that an alternative
settlement was possible in this case. (Bazerman, Tr. 914).

1507. Professor Bazerman admits that Impax asked for earlier entry dates and Endo
rejected them. (Bazerman, Tr. 907).

1508. Impax also asked for a date-only settlement with entry in 2011, which Endo
rejected. (Bazerman, Tr. 915-16).

1509. Professor Bazerman, moreover, has not seen any evidence in the record that Endo
offered an earlier entry date. (Bazerman, Tr. 907).

1510. In any event, Professor Bazerman testified about the importance of reservation
values—the alternative dates that negotiating parties would have agreed to before walking away
from the negotiations—when assessing settlements. (Bazerman, Tr. 853).

1511. Professor Bazerman, however, did not identify Impax’s reservation date with
respect to the Endo patent license. (Bazerman, Tr. 912; see Addanki, Tr. 2496-97).

1512. Nor did Professor Bazerman identify Endo’s reservation date. (Bazerman, Tr.
913; see Addanki, Tr. 2497).

1513. Endo’s reservation date could be impacted by the psychological precedent created
by Endo’s settlement with Actavis, requiring a later date for Impax. (Bazerman, Tr. 918).

1514. Endo’s reservation date would also be impacted by its expectations about the
patent litigation with Impax. (Bazerman, Tr. 913).

1515. Impax’s reservation date would be impacted by Impax’s expectations regarding

the outcome of its patent litigation against Endo. (Bazerman, Tr. 913).
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1516. Yet Professor Bazerman offers no opinions regarding the parties’” expectations
with respect to the patent suits. (Bazerman, Tr. 913).

1517. Professor Bazerman also pointed to the settlement agreement between Endo and
Actavis as an example of an earlier entry date. (Bazerman, Tr. 877).

1518. But Professor Bazerman has not done any analysis of the Actavis settlement.
(Bazerman, Tr. 916-17).

1519. He admits, moreover, that one of the reasons Endo settled with Actavis was
because the two dosages on which Actavis was the first to file did not represent a meaningful
portion of Endo’s Opana ER sales. (Bazerman, Tr. 917).

1520. And Professor Bazerman admits that the negotiations and settlement agreement
with Impax were likely more important to Endo than the negotiations and settlement with
Actavis. (Bazerman, Tr. 917-18).

C. No Analysis Regarding the Endo Credit Term

1521. Professor Bazerman never calculated the expected value of the Endo Credit.
(Bazerman, Tr. 923).

1522. Nor has Professor Bazerman seen any analysis in which Impax valued the Endo
Credit prior to settlement. (Bazerman, Tr. 912).

1523. Professor Bazerman has not, for example, seen any calculations prepared by
Impax assessing the value of the Endo Credit during settlement negotiations. (Bazerman, Tr.
923).

1524. Professor Bazerman similarly has not seen any calculations prepared by Endo

assessing the value of the Endo Credit during settlement negotiations. (Bazerman, Tr. 923).
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1525. Professor Bazerman admits, moreover, that once Impax signed the settlement
agreement with Endo, it had no control over the existence or size of any Endo Credit payment.
(Bazerman, Tr. 912, 923).

1526. Endo similarly lacked complete control over the events that led to the Endo Credit
Payment. (Bazerman, Tr. 923).

1527. Once the FDA shut down the Novartis plant, the existence and size of an Endo
Credit payment were no longer in Endo’s hands. (Bazerman, Tr. 924).

1528. Before that point, Professor Bazerman admits that he had not seen any analysis in
which Endo expected to make a payment to Impax pursuant to the Endo Credit. (Bazerman, Tr.
912).

1529. And Professor Bazerman never modeled or calculated how likely it was that Endo
would have shifted demand to a reformulated product without having to pay anything under the
Endo Credit. (Bazerman, Tr. 924).

1530. At bottom, Professor Bazerman cannot say what impact the Endo Credit provision
had on the entry date in the Settlement and License Agreement. (Bazerman, Tr. 910).

d. No Analysis Regarding the No-Authorized Generic Term

1531. Professor Bazerman similarly did not calculate the expected value of the No-
Authorized Generic term. (Bazerman, Tr. 924).

1532. And although Professor Bazerman believes that No-Authorized Generic and Endo
Credit provisions are linked, he did not calculate an expected value for the combination of the
No-Authorized Generic and Endo Credit terms. (Bazerman, Tr. 890, 924).

1533. Professor Bazerman has not seen any analysis prior to settlement where Impax

valued the no-Authorized Generic provision. (Bazerman, Tr. 912).
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1534. For these reasons, Professor Bazerman cannot say what impact the No-Authorized
Generic term had on the entry date in the Endo-Impax settlement agreement. (Bazerman, Tr.
910).

e. No Analysis Regarding the Development and Co-Promotion
Agreement

1535. Professor Bazerman did not calculate an expected value for the Development and
Co-Promotion Agreement. (Bazerman, Tr. 924).

1536. This means that Professor Bazerman did not calculate the value of the profit-
sharing rights Endo received under the DCA. (Bazerman, Tr. 925).

1537. Despite failing to value the rights Endo received, Professor Bazerman
nevertheless declares that Endo overpaid Impax. (Bazerman, Tr. 925-26).

1538. Professor Bazerman believes Endo should have paid Impax less than $10 million.
(Bazerman, Tr. 926). Yet Professor Bazerman does not opine how much less than $10 million
Endo should have paid Impax. (Bazerman, Tr. 926).

1539. In fact, Professor Bazerman admits that had Endo and Impax entered the same
Development and Co-Promotion Agreement years after their settlement, the DCA would not
create any problems from Professor Bazerman’s perspective. (Bazerman, Tr. 925).

1540. Indeed, had the same Development and Co-Promotion agreement been entered
years after the Endo-Impax settlement, Professor Bazerman would “have no reason to suspect
that it would be an example of parasitic value creation.” (Bazerman, Tr. 926).

1541. And once again, Professor Bazerman cannot say what impact the DCA had on the

entry date found in the Settlement and License Agreement. (Bazerman, Tr. 911).
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f. No Analysis Regarding the Broad Patent License

1542. Professor Bazerman did not assess the quantitative value of the broad patent
license Impax received under the Settlement and License Agreement. (Bazerman, Tr. 925).

1543. In fact, Professor Bazerman does not offer any opinions related to the licenses.
(Bazerman, Tr. 925).

1544. He is aware, however, that Actavis—which also settled with Endo regarding
Opana ER patent litigation—did not receive the same broad patent license that Impax secured.
(Bazerman, Tr. 918).

1545. Professor Bazerman is also aware that because Actavis did not secure the same
broad patent license, it is not selling Opana ER today. (Bazerman, Tr. 918).

1546. Yet Professor Bazerman has not done any analysis regarding which settlement
agreement has been better for consumers. (Bazerman, Tr. 918-20).

1547. Professor Bazerman has not done an analysis of the expected value of the Actavis
settlement to consumers. (Bazerman, Tr. 919).

1548. And Professor Bazerman has not calculated an expected value for consumers of
the Impax settlement. (Bazerman, Tr. 919).

g. No Analysis Regarding Best Alternatives to the Negotiated
Settlement

1549. “In any important negotiation one of the first steps would be to . . . identify your
own” best alternative to negotiated agreement. (Bazerman, Tr. 902).

1550. To identify a best alternative to negotiated agreement, it is good practice to “play
out almost in decision tree format what are the possible events that would occur and try to
estimate the probability of those various events and calculate the value of those events for

Impax.” (Bazerman, Tr. 902-03).

211



PUBLIC

1551. This process requires a probabilistic assessment of the different possible scenarios
Impax was facing. (Bazerman, Tr. 903).

1552. Professor Bazerman did not perform the decision tree analysis to determine
Impax’s best alternative to negotiated agreement. (Bazerman, Tr. 903).

1553. Professor Bazerman did not calculate the expected values of the possible
outcomes facing Impax. (Bazerman, Tr. 903).

1554. Even for alternatives like continuing to litigate against Endo or launching at-risk,
Professor Bazerman has not quantitatively evaluated possible outcomes. (Bazerman, Tr. 904).

h. No Analysis Regarding an At-Risk Launch

1555. Professor Bazerman also testified that there was a possibility that Impax would
have launched at risk. (Bazerman, Tr. 920).

1556. But Professor Bazerman could not put odds on the possibility that Impax would
have launched at risk. He could not, for instance, say that an at-risk launch was more likely than
not. (Bazerman, Tr. 921-22; see Bazerman, Tr. 876 (not opining that Impax “definitely would
have launched generic Opana at risk™)).

1557. Professor Bazerman similarly did not quantitatively analyze the risks to Impax of
an at-risk launch. (Bazerman, Tr. 921).

1558. This may be because Professor Bazerman has never advised a generic drug
company considering an at-risk launch. (Bazerman, Tr. 920).

1559. Professor Bazerman admitted, however, that there are very serious penalties if
Impax would have launched at risk and then lost its patent case against Endo. (Bazerman, Tr.
922).

1560. Those penalties would be measured with reference to Endo’s lost profits, which

could be up to ten time as much as Impax’s profits. (Bazerman, Tr. 922).
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1561. Such penalties mean that any generic company deciding whether to launch at risk
must make its decision with care. (Bazerman, Tr. 922).

1562. Professor Bazerman did not calculate the likelihood that the court presiding over
the Endo-Impax challenge would have ruled in favor of Impax. (Bazerman, Tr. 922).

1563. Professor Bazerman admitted, moreover, that Impax needed to pose a credible
threat of launching at risk for settlement negotiation purposes. (Bazerman, Tr. 920-21).

1564. Appearing as a credible threat to launch at risk improves Impax’s potential
negotiation outcomes, even if it is a form of bluffing. (Bazerman, Tr. 920-21).

3. There is No Economic Basis to Assume an Alternative Settlement was
Possible

1565. Despite Professor Bazerman’s claims that an alternative settlement was
theoretically possible, there is no economic evidence to suggest that some purportedly less-
restrictive alternative was feasible.

1566. For patent litigation to settle solely on some division of the remaining patent term
(also referred to as a term-split or entry-date only settlement), both sides must prefer settlement
to continued litigation. (RX-547.0061).

1567. Since the outcome of any litigation is uncertain, each party must rely on its own
assessment of their chances to prevail and, by extension, the likelihood that generic entry will
occur soon (patentee loses) or much later (patentee loses). (RX-547.0061; Hoxie, Tr. 2665,
2753).

1568. Those assessments affect the parties” willingness to accept a settlement, and there

IS no economic basis to assume that parties will hold identical assessments. (RX-547.0062).
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1569. Asymmetric information regarding future demand further undermines the
likelihood of a term-split agreement by driving a wedge between the entry dates the parties deem
preferable. (RX-547.0063).

1570. This type of asymmetry in information existed between Endo and Impax given
Endo’s plans to launch a reformulated version of Opana ER and Endo’s refusal to confirm those
plans at the time of settlement. (CX4017 (Levin, Dep. at 100-01); CX4010 (Mengler, IHT at 41-
42); CX0117-002).

1571. Finally, the existence of a new product—even if known to both parties during
negotiations—may render a term-split settlement infeasible. (RX-547.0065-66).

1572. Expected profits for the generic manufacturer—which are often driven by demand
for an equivalent branded product—turn on whether it can enter the market before the launch of
the new product. (RX-547.0065-66). Entry dates after the projected launch consequently are
worth much less to the would-be entrant than entry dates before the projected launch. (RX-
547.0066).

1573. The opposite is true for patentees, driving a wedge between the earliest entry date
the patentee is willing to offer and the last entry date a would-be entrant is willing to accept.
(RX-547.0066).

1574. This renders the prospect of any term-split agreement unlikely. (RX-547.0066).
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RESPONDENT’S PROPOSED CONCLUSIONS OF LAW

l. BURDEN OF PROOF

1. The parties’ burdens of proof are governed by Federal Trade Commission Rule
3.43(a), 16 C.F.R. § 3.43(a), and the Administrative Procedure Act (“APA”), 5 U.S.C. § 556(d).

2. Pursuant to Commission Rule 3.43(a), “[c]ounsel representing the Commission . .
. shall have the burden of proof, but the proponent of any factual proposition shall be required to
sustain the burden of proof with respect thereto.” 16 C.F.R. § 3.43(a).

3. Under the APA, “which is applicable to administrative adjudicatory proceedings
unless otherwise provided by statute,” In re Rambus Inc., No. 9302, 2006 FTC LEXIS 101, at
*45 (F.T.C. Aug. 20, 2006) (quoting Steadman v. SEC, 450 U.S. 91, 95-102 (1981)), Complaint
Counsel must establish “[e]ach element of the case must be established by a preponderance of
the evidence.” In re Adventist Health Sys./West, No. 9234, 1994 FTC LEXIS 54, at *28 (F.T.C.
Apr. 1, 1994); see also In re Chicago Bridge & Iron Co., 138 F.T.C. 1024, 1027 n.4 (2005)
(“[W]e take it as settled law that regardless of the standard under which a reviewing court must
accept the Commission’s findings of fact, the Commission (and the [Administrative Law Judge])
normally must base findings upon a ‘preponderance of the evidence.’”) (citing Carter Prods.,
Inc. v. FTC, 268 F.2d 461, 487 (9th Cir. 1959))).

4, The Sherman Act and burdens applied by federal courts under it apply to
Complaint Counsel in this case. See, e.g., Fashion Originators’ Guild, Inc. v. FTC, 312 U.S.
457, 463-64 (1941); FTC v. Ind. Fed’n of Dentists, 476 U.S. 447, 451-52 (1986).

5. The Court may rely upon Sherman Act cases to determine a violation of law
under 8 5 of the FTC Act. See Polygram Holding, Inc. v. FTC, 416 F.3d 29, 32 (D.C. Cir. 2005)
(“[T]he analysis under § 5 of the FTC Act is the same . . . as it would be under § 1 of the

Sherman Act.”).
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1. THE RULE OF REASON IS THE APPROPRIATE TEST IN THIS CASE

6. The Supreme Court held that cases involving alleged reverse-payment settlements
“should proceed by applying the rule of reason.” FTC v. Actavis, Inc., 133 S. Ct. 2223, 2237
(2013); see also Opinion and Order of the Commission at 8-11, In re Impax Labs., Inc., No.
9373 (F.T.C. Oct. 27, 2017) [hereinafter “Comm’n Decision”].

7. Thus, this case should be decided pursuant to the “traditional, full-fledged rule of
reason standard.” King Drug Co. of Florence, Inc. v. Smithkline Beecham Corp., 791 F.3d 388,
398 .15 (3d Cir. 2015), cert. denied, 137 S. Ct. 446 (2016).

8. Thus, the fact that Complaint Counsel has fashioned its claims to allege a reverse-
payment settlement does not justify a departure from the “well-mapped” rule of reason analysis.
King Drug, 791 F.3d at 411; see id. at 399 (Actavis did “not redefine . . . the already well-
established rule of reason analysis”); In re Loestrin 24 Fe Antitrust Litig., 814 F.3d 538, 551 n.12
(1st Cir. 2016) [hereinafter “Loestrin I’’] (“considerations” listed in Actavis “should not
overhaul the rule of reason”); In re Adderall XR Antitrust Litig., 754 F.3d 128, 133 (2d Cir.
2014) (Actavis mandates “traditional ‘rule of reason’”).

I11.  COMPLAINT COUNSEL DID NOT PROVE THAT IMPAX RECEIVED A
“LARGE & UNJUSTIFIED” PAYMENT

9. An alleged reverse-payment settlement is not subject to antitrust scrutiny under
the rule of reason unless Complaint Counsel proves that the generic company received a payment
that was both large and unjustified. See Actavis, 133 S. Ct. at 2237 (“a reverse payment, where

large and unjustified, can bring with it the risk of significant anticompetitive effects.”).

216



PUBLIC

A. Burden of Proof

10. Complaint Counsel has the burden of proving that each challenged payment term
was large and unjustified. See Actavis, 133 S. Ct. at 2237 (“a reverse payment, where large and
unjustified, can bring with it the risk of significant anticompetitive effects.”).

11. In order to meet its burden of establishing that a reverse payment is both large and
unjustified, Complaint Counsel must present evidence that would allow the Court to “assess the
value” of the alleged reverse payment terms and to determine which portion, if any, of that value
is unjustified. See In re Loestrin 24 Fe Antitrust Litig., No. 1:13-md-2472-S-PAS, — F. Supp.
3d —, 2017 WL 3600938, at *21 (D.R.I. Aug. 8, 2017) [hereinafter “Loestrin 1I’’] (“The deal
must be valued at the time the parties entered the deal.”).

12. In Actavis, the Supreme Court held that a large reverse payment may be
unjustified—and therefore subject to antitrust scrutiny—only where it constitutes “payment in
return for staying out of the market.” See 133 S. Ct. at 2234-37; King Drug, 791 F.3d at 412
(“the plaintiff must prove payment for delay”).

B. “Large” and “Unjustified” Are Separate And Discrete Requirements

13. Under Actavis, “large” and “unjustified” are discrete requirements. See Lipitor,
868 F.3d at 251 (“Reverse payment settlement agreements give rise to those antitrust concerns .
.. when the payments are both ‘large and unjustified.””) (quoting Actavis, 133 S. Ct. at 2237).

14. A settlement agreement does not “bring with it the risk of significant
anticompetitive effects”—and therefore is not subject to antitrust scrutiny—unless it conveyed to
the generic company a payment that is both “large and unjustified.” 133 S. Ct. at 2237; see In re
Lipitor Antitrust Litig., 868 F.3d 231, 251 (3d Cir. 2017); In re Actos End Payor Antitrust Litig.,
No. 13-CV-9244 (RA), 2015 WL 5610752, at *13 (S.D.N.Y. Sept. 22, 2015), rev’d on other

grounds, 848 F.3d 89 (2d Cir. 2017).
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15.  Actavis provides a “safe harbor” for small reverse payments. In re Aggrenox
Antitrust Litig., 94 F. Supp. 3d 224, 243 (D. Conn. 2015). It likely provides a safe harbor for
payments that are justified. See Actavis, 133 S. Ct. at 2237.

16. In its proposed framework, Complaint Counsel improperly merges the discrete
“large” and “unjustified” payment elements by defining “large” as anything that exceeds
expected future litigation costs. Saved litigation costs were cited by the Supreme Court as an
example of a payment that is “justified,” not whether the payment is large. See Actavis, 133 S.
Ct. at 2236 (saved litigation costs are a “justification[]”). By defining “large” as anything that
exceeds expected litigation costs, Complaint Counsel also renders the Supreme Court’s “large”
requirement a nullity.

17. Moreover, not all payments that exceed litigation costs are necessarily “large”
under Actavis. Were this the case, Actavis would “subject virtually any settlement to antitrust
scrutiny—a result the Court [in Actavis] could not have intended.” Actos End Payor, 2015 WL
5610752, at *14; see Sergeants Benevolent Ass’n Health & Welfare Fund v. Actavis, PLC, No.
15-cv-6549 (CM), 2016 WL 4992690, at *13 (S.D.N.Y. Sept. 13, 2016) (“To trigger antitrust
concern under Actavis, a settlement term must be (1) a ‘payment’ that is (2) made in ‘reverse’ . .
.and is [3] ‘large,” and (4) ‘unexplained.’”) (quotation omitted).

18. Nor are all reverse payments in excess of saved litigation costs necessarily
“unjustified.” For example, the Supreme Court found that a reverse payment may be “justified”
by the value of goods or services the patent holder received in exchange for the payment. See
Actavis, at 133 S. Ct. at 2236 (“That payment may reflect compensation for other services that

the generic has promised to perform—such as distributing the patented item or helping to
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develop a market for that item.”). The Supreme Court explicitly held that there “may be other
justifications” in addition to saved litigation costs. See id.

C. Complaint Counsel Failed to Prove that the DCA Conveyed a Large and
Unjustified Payment

19.  There is nothing inherently illegal about negotiating and entering a development
and co-promotion deal while also negotiating and entering a settlement agreement of a Hatch-
Waxman patent infringement case. See DOJ & FTC, Antitrust Guidelines For Collaborations
Among Competitors 8§ 2.1, 3.31(a) (2000) (stating that “most” research and development
collaborations are “pro-competitive” because they “may enable participants more quickly or
more efficiently to research and develop new or improved goods”). Therefore, like any
agreement including a payment in an alleged reverse-payment case, Complaint Counsel must
prove any payments under the DCA are both large and unjustified.

20. In order to meet its burden of establishing a reverse payment that is both large and
unjustified, Complaint Counsel must present evidence that would allow this Court to “assess the
value” of the alleged payment terms, Loestrin 24 Fe, 814 F.3d at 551, at the time of the deal, see
In re Loestrin 24 Fe Antitrust Litig., No. 1:13-md-2472-S-PAS, — F. Supp. 3d —, 2017 WL
3600938, at *21 (“The deal must be valued at the time the parties entered the deal.”), and to
determine which portion, if any, of that value is “unjustified.”

21.  Complaint counsel has not met its burden with regard to the DCA.

22, If Endo received “fair value” in exchange for the payment it made and agreed to
make pursuant to the DCA, those payment obligations were not “unjustified” pursuant to

Actavis. 133 S. Ct. at 2236, 2239.
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23.  Complaint Counsel failed to prove that the DCA payment obligations did not
represent “fair value” for the profit-sharing rights obtained by Endo obtained under the DCA.
See Actavis, 133 S. Ct. at 2234.

24.  The purported expert testimony offered by Complaint Counsel relating to the
DCA does not even speak to the issue of fair value, and thus does not meet Complaint Counsel’s
burden.

25.  Specifically, Dr. John Geltosky’s testimony suggesting that the parties’ diligence
was “strikingly superficial,” In re Schering-Plough Corp. (“Schering 1), No. 9297, 2002 WL
1488085, at *50, *93 (F.T.C. June 27, 2002), and “fell astonishingly short of industry standards,”
Schering-Plough v. FTC (“Schering 11”), 402 F.3d 1056, 1069 (11th Cir. 2005), does not speak
to—Ilet alone establish—that the agreement was anything other than “a bona fide side deal for
fair value.” Schering I, 2002 WL 1488085, at *94-95; see Schering I, 402 F.3d at 1071.

26. Likewise, Dr. Geltosky’s testimony that the $10 million upfront payment was
“unusually large” for an early stage development collaboration, absent an opinion that the
payment exceeds the value of Endo’s DCA profit-sharing rights by a large amount, does not
speak to whether the payment was large or unjustified.

27.  The DCA does not “represent[] an unexplained large transfer of value from the
patent holder to the alleged infringer,” and is therefore not “subject to antitrust scrutiny.” King
Drug, 791 F.3d at 399, 402-03.

D. Complaint Counsel Failed to Prove The SLA Included a Large and
Unjustified Payment

28.  Atthe time of the deal, both of the alleged payment terms under the SLA—the

Endo Credit term and co-exclusive license or No-AG term—were contingent in nature; whether
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Impax would receive something of value under either or both—and if so, how much value—was
uncertain and depended on future events outside Impax’s control.

29.  To value a contingent liability, “it is necessary to discount it by the probability
that the contingency will occur and the liability become real.” In re Xonics Photchem., Inc., 841
F.2d 198, 200 (7th Cir. 1988) (Posner, J.); see also id. (“By definition, a contingent liability is
not certain—and often is highly unlikely—ever to become an actual liability.”); Box v. Northrop
Corp., 459 F. Supp. 540, 553 (S.D.N.Y. 1978) (“The present value of these payments is a
function of both the expected amount of these payments and the probability that that amount will
be paid.”); see also In re Loestrin 11, 2017 WL 3600938, at *21 (“The deal must be valued at the
time the parties entered the deal.”).

30.  “Tempting as it is to correct uncertain probabilities by the now certain fact,” value
must be assessed “as of the time when the act is done.” Ithaca Trust Co. v. United States, 279
U.S. 151, 155 (1929) (Holmes, J.).

31. In order to estimate the value to Impax of the Endo Credit and No-AG terms, one
would have to account for their uncertain and contingent nature of the terms. See Xonics
Photchem., Inc., 841 F.2d at 200 (“By definition, a contingent liability is not certain—and often
is highly unlikely—ever to become an actual liability. To value the contingent liability it is
necessary to discount it by the probability that the contingency will occur and the liability
become real.”); Box v. Northrop Corp., 459 F. Supp. 540, 553 (S.D.N.Y. 1978) (“The present
value of these payments is a function of both the expected amount of these payments and the
probability that that amount will be paid.”).

32. Payment obligations contingent on highly uncertain outcomes often carry little to

no expected value. See Burnet v. Logan, 283 U.S. 404, 413 (1931) (where “the promise of future
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money payments [is] wholly contingent upon facts and circumstances not possible to foretell
with anything like fair certainty,” the contingent promise “ha[s] no ascertainable fair market
value”).

33. Because Complaint Counsel failed to offer evidence or expert testimony
calculating the probability-weighted expected value of the alleged SLA payment terms at the
time of the deal, Complaint Counsel cannot establish that either or both of them constitute a large
and unjustified payment to Impax. See Loestrin I, 814 F.3d at 551 (the “court or factfinder” must
be able to “assess the value of the payment”); Actos End Payor, 2015 WL 5610752, at *13 (“in
order for the Court to find an unlawful reverse payment, it must be able to estimate the value of
the term, at least to the extent of determining whether it is ‘large’ and “unjustified’”).

34, Relying on the ultimate amount of a contingent payment (even if discounted to
the present value at the time of the agreement) is inappropriate because it introduces “hindsight
bias.” See Paloian v. LaSalle Bank, N.A., 619 F.3d 688, 693 (7th Cir. 2010) (Easterbrook, J.)
(“Hindsight is wonderfully clear, but in determining the Hospital’s solvency in mid-1997 it was
necessary to determine the expected value of this liability as of mid-1997, not the actual value as
of 1999 or 2000. Hindsight bias is to be fought rather than embraced.”); Cty. of Harding v.
Frithiof, 483 F.3d 541, 548 (8th Cir. 2007) (“Equating the value of the chance with the value of
the realized contingency is somewhat analogous to equating the value of a lottery ticket with the
value of the jackpot.”) (emphasis added).

35.  Complaint Counsel’s economic expert’s analysis of the alleged “payment” terms
is unreliable because it relies on the ultimate payment made under the Endo Credit terms, rather
than calculating the probability-weighted expected value of the alleged “payment” terms as of

the time of the settlement.
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36.  Therefore, Complaint counsel’s methodology for valuing the alleged “payment”
terms in the SLA fails to meet Complaint Counsel’s burden of proving that those terms conveyed
a “large” and “unjustified” payment to Impax at the time the SLA was executed.

IV. COMPLAINT COUNSEL HAS NOT MET ITS BURDEN OF ESTABLISHING

AN ANTITRUST VIOLATION UNDER THE APPLICABLE RULE OF

REASONS ANALYSIS

A. Complaint Counsel Did Not Prove That Endo Possessed Monopoly Power in
a Properly Defined Relevant Market

37.  The antitrust laws do “not purport to afford remedies for all torts committed by or
against persons engaged in interstate commerce.” Hunt v. Crumboch, 325 U.S. 821, 826 (1945).

38.  “Substantial market power is an indispensable ingredient of every claim under the
full Rule of Reason.” Chicago Prof’l Sports Ltd. P’ship v. Nat’l Basketball Ass’n, 95 F.3d 593,
600 (7th Cir. 1996).

39. “Proving the existence of monopoly power through indirect evidence requires a
definition of the relevant market.” Mylan Pharm. Inc. v. Warner Chilcott Pub. Ltd. Co., 838
F.3d 421, 435 (3d Cir. 2016) (quoting Broadcom Corp. v. Qualcomm, Inc., 501 F.3d 297, 307
(3d Cir. 2007).

40. A cognizable relevant market is comprised of all products that are “reasonably
interchangeable by consumers for the same purposes.” United States v. E.l. du Pont de Nemours
& Co., 351 U.S. 377, 395 (1956); see In re N.C. Bd. of Dental Exam’rs, 152 F.T.C. 75, 161
(2011) (*courts have found the ‘reasonable interchangeability’ standard to be the essential test
for ascertaining the relevant product market”), aff’d, 152 F.T.C. 640 (2011).

41. Reasonable interchangeability does not require identicality or literal equivalence.

See United States v. E.l. du Pont de Nemours & Co., 351 at 394 (“[I]llegal monopoly does not
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exist merely because the product said to be monopolized differs from others. If it were not so,
only physically identical products would be a part of the market.”).

42.  “Without a well-defined relevant market, a court cannot determine the effect that
an allegedly illegal act has on competition.” Initial Decision at 123, In re 1-800 Contacts, Inc.,
No. 9372 (F.T.C. Oct. 27, 2017) [hereinafter “1-800 Contacts”] (quoting Se. Mo. Hosp. v. C.R.
Bard, Inc., 642 F.3d 608, 613 (8th Cir. 2011)); see N.C. Bd. of Dental, 152 F.T.C. at 160
(assertion that “market definition is not a prerequisite to establishing liability under the rule of
reason” is “contrary to established law”); Deutscher Tennis Bund v. ATP Tour, Inc., 610 F.3d
820, 828-33 (3d Cir. 2010) (affirming jury verdict for defendants on rule of reason claim where
plaintiffs failed to prove relevant market).

1. Complaint Counsel Bears the Burden of Establishing a Cognizable
Antitrust Market

43.  “The scope of the market is a question of fact as to which the plaintiff bears the
burden of proof.” Broadcom, 501 F.3d at 307.

44.  Complaint Counsel must meet this burden with reference to the rules of
reasonable interchangeability and cross-elasticity of demand. Queen City Pizza, Inc. v.
Domino’s Pizza, Inc., 124 F.3d 430, 436 (3d Cir. 1997); United States ex rel. Blaum v. Triad
Isotopes, Inc., 104 F. Supp. 3d 901, 924 (N.D. Ill. 2015).

45.  This is because the relevant market inquiry centers on “the choices available to
consumers.” Little Rock Cardiology Clinic PA v. Baptist Health, 591 F.3d 591, 596 (8th Cir.
2009).

46.  “Analysis of the market is a matter of business reality—a matter of how the

market is perceived by those who strive for profit in it.” See 1-800 Contacts at 132 (quoting FTC
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v. Coca-Cola Co., 641 F. Supp. 1128, 1132 (D.D.C. 1986), vacated as moot, 829 F.2d 191 (D.C.
Cir. 1987)).

47.  The market definition inquiry “*must take into account the realities of
competition.”” 1-800 Contacts at 124 (quoting FTC v. Whole Foods Mkt., 548 F.3d 1028, 1039
(D.C. Cir. 2008)).

48.  This requires an evaluation of “the nature of the commercial entities involved and
by the nature of the competition that they face.” See United States v. Phillipsburg Nat’l Bank &
Trust Co., 399 U.S. 350, 360 (1970).

49.  This is especially important in cases involving the pharmaceutical industry
because it exhibits numerous unique institutional features. See FTC v. Cardinal Health, Inc., 12

F. Supp. 2d 34, 46 (D.D.C. 1998) (“It is imperative that the Court, in determining the relevant

market, take into account the economic and commercial realities of the pharmaceutical

industry.”).
2. Complaint Counsel’s Proposed Oxymorphone ER-only Product
Market is Improper; the Relevant Product Market is Long Acting
Opioids

50. A prescription drug, like any other product, is not automatically its own market.
See Mylan, 838 F.3d at 437 (finding the drug Doryx competed in a market with other
prescription drugs).

51.  Courts in pharmaceutical cases must undergo the same analysis in pharmaceutical
cases to define a relevant market as in any other antitrust case. See Mylan, 848 F.3d at 435-36.

52.  One “test used by economists to determine a product market is the hypothetical
monopolist test. . . . This test queries whether a hypothetical monopolist who has control over
the products in an alleged market could profitably raise prices on those products.” Fed. Trade

Comm’n v. Staples, Inc., 190 F. Supp. 3d 100, 121 (D.D.C. 2016) (internal citations omitted).

225



PUBLIC

This is often referred to as a “small but significant and non-transitory increase in price” or
“SSNIP” test. Id.

53.  Complaint Counsel did not attempt a SSNIP test to define the relevant product
market.

54.  Complaint Counsel does not offer any way to identify a set of patients that could
not substitute another long acting opioid for an oxymorphone ER product in response to a
SSNIP, or any other legally cognizable way.

a. Ordinary Course Business Documents

55. Firms’ perceptions of competition are highly probative of the relevant market. As
this Court has stated, “[o]rdinary course business documents reveal the contours of competition
from the perspective of the parties, who may be presumed to ‘have accurate perceptions of
economic realities.”” 1-800 Contacts at 124-25 (quoting Whole Foods, 548 F.3d at 1045 (Tatel,
J., concurring)); see Brown Shoe Co. v. United States, 370 U.S. 294, 325 (1962) (“industry or
public recognition” may serve as “practical” indicator of relevant market); Town Sound &
Custom Tops, Inc. v. Chrysler Motors Corp., 959 F.2d 468, 497 (3d Cir. 1992) (evidence that
“Chrysler dealers perceive[d] themselves as competing with dealers handling other cars”
indicated that the relevant market was not limited to Chrysler cars).

56.  “[C]ourts often pay close attention to the defendants’ ordinary course of business
documents” when “determining the relevant product market.” United States v. H&R Block, Inc.,
833 F. Supp. 2d 36, 52 (D.D.C. 2011).

57. That manufacturers of long acting opioids, in ordinary course business
documents, consistently defined the market in which Endo competed as including other long
acting opioids, is probative of a long acting opioid product market. See Mylan Pharm., Inc. v.

Warner Chilcott Pub. Ltd. Co., Civ. No. 12-3824, 2015 WL 1736957, at *9 (E.D. Pa. Apr. 16,
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2015), aff’d, 838 F.3d 421 (3d Cir. 2016) (“Years of internal marketing documents further
confirm that tetracyclines are reasonable substitutes for one another.”).

b. Price-Induced Switching

58. Evidence of “how customers have shifted purchases in the past in response to
relative changes in price” is directly probative of product market definition. U.S. Dep’t of
Justice & Fed. Trade Comm’n, Horizontal Merger Guidelines § 4.1.3 (2010).

59. Price-induced switching is the essence of product market definition. See Apple,
Inc. v. Psystar Corp., 586 F. Supp. 2d 1190, 1196 (N.D. Cal. 2008) (“Whether products are part
of the same or different markets under antitrust law depends on whether consumers view those
products as reasonable substitutes for each other and would switch among them in response to
changes in relative prices.”); see also Mylan, 838 F.3d at 437 (evidence of price-related
switching was the “[m]ost convincing[]” proof that Doryx competed in the same market as other
oral tetracyclines).

60.  While Impax does not carry the burden of establishing the relevant market, Impax
has shown evidence of price-induced switching among long-acting opioids, especially with
regard to formulary changes.

61.  What little price-switching evidence Complaint Counsel has offered in response
does not support Complaint Counsel’s proposed market definition.

62. The only price-switching observations offered by Complaint Counsel is Dr. Noll’s
evaluation of sales trends after the entry of generic opioid products, which is inconclusive with

regard to market definition.
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C. Product Differentiation Insufficient

63.  “[P]roduct differentiation does not indicate substantial market power for anyone.
Indeed, highly competitive firms advertise [and] vary products.” Phillip E. Areeda & Herbert
Hovenkamp, Antitrust Law § 520c (rev. ed. 2017).

64. That competitors in the long acting opioid market attempt to differentiate their
products through advertising or similar means of differentiation does not mean that each opioid
occupies a separate market. See Town Sound, 959 F.2d at 478-81 (evidence that Chrysler’s
advertising compared the “features of its autos with other companies’ [cars]” supported
conclusion that “Chrysler cars compete vigorously with many other companies’ automobiles”).

65. To the contrary, detailing efforts emphasizing different long-acting opioids
purported “advantages” over rival long acting opioid products supports, rather than undermines,
the conclusion that they were “effective substitutes for each other.” See Mylan, 2015 WL
1736957, at *10.

d. Consumer Preference Insufficient

66.  Without any way of identifying a patient population that could not switch from
oxymorphone ER to another long acting opioid, these alleged patients cannot delineate a relevant
market. See Horizontal Merger Guidelines 88 3, 4.1.4 (markets defined by “targeted customers”
must be based on “observable characteristics™).

67. Even if some patients simply prefer Opana ER over other long acting opioids, this
does not make those patients a relevant market unto themselves. See Queen City Pizza, 124 F.3d
at 437 (“Interchangeability implies that one product is roughly equivalent to another for the use
to which it is put; while there may be some degree of preference for the one over the other, either
would work effectively.”) (quoting Allen-Myland, Inc. v. IBM Corp., 33 F.3d 194, 206 (3d Cir.

1994)); see also Mylan, 2015 WL 1736957, at *10 (“even if there are patients for whom Doryx is
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a preferred treatment, the “test for a relevant market is not commodities reasonably
interchangeable by a particular plaintiff, but commodities reasonably interchangeable by
consumers for the same purposes’”) (quoting Queen City Pizza, 124 F.3d at 438).

e. Relevant Market

68. Competitive realities, ordinary course business documents, price-induced
switching, and the lack of any identifiable group of patients for whom oxymorphone ER has no
substitute, lead to the inexorable conclusion that the relevant market includes numerous long
acting opioids. See United States v. Continental Can Co., 378 U.S. 441, 457 (1964) (relevant
market’s “contours must, as nearly as possible, conform to competitive reality”); Whole Foods,
548 F.3d at 1039 (“As always in defining a market, we must ‘take into account the realities of
competition.””) (quoting Weiss v. York Hosp., 745 F.2d 786, 826 (3d Cir. 1984)).

69. The relevant market in which Opana ER competed was the market for long acting
opioids.

3. Complaint Counsel Failed to Meet Its Burden Of Proving That Endo
Exercised Monopoly Power In the Market

70.  Complaint Counsel “must also show that the defendant has market power in the
relevant market, which means that ‘it can raise prices above a competitive level without losing its
business.”” Blaum, 104 F. Supp. 3d at 924 (quotation omitted).

71. The SLA could not have harmed competition unless Endo possessed monopoly
power in the relevant market at the time. Chicago Prof’l Sports, 95 F.3d at 600.

72. Monopoly power can be proven either directly or indirectly. Rebel Oil Co. v. Atl.

Richfield Co., 51 F.3d 1421, 1434 (9th Cir. 1995).
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a. Indirect Method

73. “Proving the existence of monopoly power through indirect evidence requires a
definition of the relevant market.” Broadcom, at 307.

74. The indirect method requires Complaint Counsel to prove that (1) Endo had a
significant share of the relevant market, (2) there are significant barriers to entry in the relevant
market, and (3) incumbent competitors in the relevant market cannot increase their output in the
short run. Rebel Oil, 51 F.3d at 1434, see In re Gen. Foods Corp., 103 F.T.C. 204, 333, 356-57
(1984) (if incumbent firms can “respond [to a restriction of output] by expanding their output to
make up the shortfall,” then “there is no monopoly power”).

75. Endo did not have a significant share of the relevant market at the time of the
challenged agreement.

76. Market share of 10% or less falls far short of monopoly power. See Cohlmia v.
St. John Med. Ctr., 693 F.3d 1269, 1283 (10th Cir. 2012) (“a market share of less than 20% is
woefully short under any metric from which to infer market power”).

77. It is “inconceivable” that Endo could have commanded monopoly power with less
than 10% share of the relevant market. See Vollrath Co. v. Sammi Corp., 9 F.3d 1455, 1461 (9th
Cir. 1993) (“no danger of monopoly power” where defendant “controlled only 10% of the
market”); Ryko Mfg. Co. v. Eden Servs., 823 F.2d 1215, 1232 (8th Cir. 1987) (“clearly”
defendant whose “share of the entire relevant market is at most between 8% and 10%” does not
possess market power); MHB Distribs., Inc. v. Parker Hannifin Corp., 800 F. Supp. 1265, 1270
(E.D. Pa. 1992) (“Even assuming Parker’s market share were 10%, the percentage is insufficient
to bestow market power upon Parker.”).

78. Complaint Counsel failed to show by indirect evidence that Endo has monopoly

power in the long acting opioid market because Endo only had a 3.4% market share.
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b. Direct Method

79. The direct test for monopoly power requires “direct evidence of supracompetitive
prices and restricted output.” Broadcom, 501 F.3d at 307 (emphasis added); see Rebel Oil, 51
F.3d at 1434 (same).

80. Proof of supracompetitive prices requires, among other things, evidence that the
“defendant had an abnormally high price-cost margin.” Mylan, 838 F.3d at 434 (emphasis
added) (quoting Geneva Pharm. Tech. Corp. v. Barr Labs, Inc., 386 F.3d 485, 500 (2d Cir.
2004)).

81. Endo’s Lerner Index says nothing about whether it was charging supracompetitive
prices or otherwise exercising monopoly power. See Mylan, 2015 WL 1736957, at *7-8
(defendant’s margin of 83% did not show monopoly power since there was no evidence that
margin was “abnormally high”); In re Wireless Tel. Servs. Antitrust Litig., 385 F. Supp. 2d 403,
422 & n.27 (S.D.N.Y. 2005) (testimony that defendants’ Lerner Indices were 0.85 and 0.5 did
not establish monopoly power).

82. The ownership of a patent does not “equal [a] market power’ presumption.” Ill.
Tool Works Inc. v. Indep. Ink, Inc., 547 U.S. 28, 44 (2006).

83. The antitrust agencies have found, “[a]lthough the intellectual property right
confers the power to exclude with respect to the specific product, process, or work in question,
there will often be sufficient actual or potential close substitutes for such product, process, or
work to prevent the exercise of market power.” U.S. Dep’t of Justice & Fed. Trade Comm’n,
Antitrust Guidelines for the Licensing of Intellectual Property § 2.2 (2017).

84. Complaint Counsel failed to meet the direct test for monopoly power in the long
acting opioid market because it offered no evidence of supracompetitive prices or restricted

output.
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B. Because Complaint Counsel Did Not Prove the SLA Had Actual
Anticompetitive Effects, the SLA Is Not lllegal under the Rule of Reason

1. The Rule of Reason Requires a Showing of Actual Anticompetitive
Harm
85.  “In the context of reverse payment patent settlement lawsuits, . . . market power

alone cannot be sufficient to demonstrate anticompetitive effects under the rule of reason.” In re
Wellbutrin XL Antitrust Litig., 133 F. Supp. 3d 734, 755 (E.D. Pa. 2015), aff’d, 868 F.3d 132 (3d
Cir. 2017).

86.  The rule of reason requires proof that the challenged restraint had actual
anticompetitive effects in the relevant market. See, e.g., Hennessy Indus. Inc. v. FMC Corp., 779
F.2d 402, 404 (7th Cir. 1985) (“application of the Rule of Reason has inevitably resulted in a
finding of anticompetitive effects.”).

87. In other words, “[u]nder the rule of reason the plaintiff must allege and prove
anticompetitive effects.” Great Escape, Inc. v. Union City Body Co., 791 F.2d 532, 539 (7th Cir.
1986)

88. Indeed, Actavis instructs that the “basic question” is the same as in any other rule
of reason case—namely, “that of the presence of significant unjustified anticompetitive
consequences.” 133 S. Ct. at 2238.

89. Proof of competitive effects is imperative to any rule of reason claim under the
antitrust laws. See In re Nexium (Esomeprazole) Antitrust Litig., 968 F. Supp. 2d 367, 389-90
(D. Mass. 2013) (requiring plaintiffs to establish both market power and anticompetitive
consequences).

90.  This “requires courts to engage in a thorough analysis of the relevant market and

the effects of the restraint in that market.” 1-800 Contacts at 119.
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91.  Consistent with this, the rule of reason the Supreme Court concluded should apply
to reverse payment settlements hinges on “anticompetitive consequences,” Actavis, 133 S. Ct. at
2237-38, and a “consequence” inherently “follows as an effect of something that came before.”
Black’s Law Dictionary (10th ed. 2014) (emphasis added). Nothing in Actavis contemplates
courts myopically focusing on ex ante conditions while ignoring real-world competitive
outcomes.

92.  Thus, as the Commission unanimously held in this matter, post-settlement effects
are relevant to a rule of reason inquiry regarding reverse payment settlements challenged under
Actavis. Comm’n Decision 11-13.

93.  Thisentails an analysis of “real market conditions,” Leegin Creative Leather
Prods., Inc. v. PSKS, Inc., 551 U.S. 877, 903 (2007), and the restraint’s “actual effect” therein,
Copperweld Corp. v. Indep. Tube Corp., 467 U.S. 752, 768 (1984).

94.  The rule of reason analysis considers “the facts peculiar to the business to which
the restraint is applied,” including “its condition before and after the restraint was imposed.” Bd.
of Trade of City of Chi. v. United States, 246 U.S. 231, 238 (1918).

95.  The ultimate question is whether the challenged restraint, “as it actually operates
in the market, has unreasonably restrained competition.” Jefferson Par. Hosp. Dist. No. 2 v.
Hyde, 466 U.S. 2, 29 (1984) (emphasis added).

96. In a reverse-payment case, proving anticompetitive effects requires a showing that
the alleged payment actually “delayed” entry. See King Drug, 791 F.3d at 412 (“the plaintiff
must prove payment for delay”). To prove anticompetitive harm, a plaintiff must prove as an
element of liability that the settlement in fact delayed competition. See, e.g., King Drug, 791

F.3d at 404 (““paying the challenger to stay out’ of the market . . . for longer than the patent’s
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strength would otherwise allow . . . ‘constitutes the relevant anticompetitive harm,” which must
then be analyzed under the rule of reason”) (quoting Actavis, 133 S. Ct. at 2236-37); Cipro, 348
P.3d at 863 (“[T]he relevant benchmark in evaluating reverse payment patent settlements should
be no different from the benchmark in evaluating any other challenged agreement: What would
the state of competition have been without the agreement?” “[D]elayed entry . . . beyond what
the patent’s strength warranted” constitutes “cognizable anticompetitive harm.”).

97.  Courts may not infer anticompetitive effects—including delayed entry—*“from the
mere presence of a reverse payment.” Comm’n Decision at 8.

2. Complaint Counsel’s Proposed Reading of The Rule of Reason Is
Little More Than a Per Se Rule

98.  “[A]bandonment of the ‘rule of reason’ in favor of presumptive rules (or a *‘quick
look’ approach) is appropriate only where an observer with even a rudimentary understanding of
economics could conclude that the arrangements in question would have an anticompetitive
effect on customers and markets.” Actavis, Inc., 133 S. Ct. at 2237 (quoting Cal Dental, 526
U.S. 770)).

99.  The Supreme Court held it was inappropriate to abandon the rule of reason in
favor of a lesser showing of proof in reverse-payment cases. Id.

100. Dr. Noll’s three-part test is not sufficient to prove liability under the rule of reason
because it merely infers anticompetitive harm without engaging in the “fact-intensive rule of
reason” analysis. See W. Penn Allegheny Health Sys., Inc. v. UPMC, 627 F.3d 85, 99 (3d Cir.
2010) (defendants’ agreements condemned “only if evaluation under the fact-intensive rule of
reason indicates that they unreasonably restrain trade.”) (emphasis added).

101. The Commission rejected Complaint Counsel’s position that harm to competition

may be inferred from the mere presence of a reverse payment. The Commission held that, under
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the Rule of Reason as laid out in Actavis, “anticompetitive effects should not be presumed from
the mere presence of a reverse payment.” Comm’n Decision, at 8.

102.  Dr. Noll’s assertion that numerous facts relevant to the rule of reason inquiry—
including the viability of Impax’s claims in the patent litigation or the likelihood that Impax
would launch at risk—are irrelevant to his analysis does not comport to the rule of reason
analysis.

103. Dr. Noll’s analysis conflates the initial question of whether Impax received a
“large and unjustified” payment with the ultimate question of whether the challenged settlement
caused “significant unjustified anticompetitive consequences.” Actavis, 133 S. Ct. at 2237-38
(emphasis added).

104. Dr. Noll’s proposed analysis is effectively a per se rule because it assumes the
agreement is “inherently anticompetitive” based on the existence of a payment. See Copperweld,
467 U.S. at 768 (“Certain agreements . . . are thought so inherently anticompetitive that each is
illegal per se without inquiry into the harm it has actually caused.”).

105. Complaint Counsel’s refusal to conduct “further inquiry into the practice’s actual
effect” is consistent with a per se rule, not the rule of reason. See In re Music Instruments &
Equip. Antitrust Litig., 798 F.3d 1186, 1191 (9th Cir. 2015) (under per se rule, “[o]nce the
agreement’s existence is established, no further inquiry into the practice’s actual effect on the
market . . . is necessary”).

106. Complaint Counsel’s proposed per se framework conflicts with the Supreme

Court’s guidance in Actavis.
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3. Complaint Counsel Has Not Met Its Burden of Proving Actual
Anticompetitive Effects

107. Complaint Counsel bears the burden of “show[ing] that [the alleged] conduct
unreasonably restrained competition.” United States v. Microsoft Corp., 253 F.3d 34, 95 (D.C.
Cir. 2001); see Schering 1, 2002 WL 1488085, at *88 (“In a rule of reason case, Complaint
Counsel must prove that the challenged agreements had the effect of injuring competition.”).

108.  Only after Complaint Counsel has met this burden, does the burden shift to the
respondent to show that the procompetitive effects outweigh any anticompetitive effects proven
by Complaint Counsel. N.C. Bd. of Dental, 152 F.T.C. at 205.

109. Complaint Counsel failed to put on evidence of anticompetitive effects, and this
dooms its antitrust claims. See Jefferson Par., 466 U.S. at 31 (“Without a showing of actual
adverse effect on competition, respondent cannot make out a case under the antitrust laws.”);
Cal. Dental Ass’nv. FTC, 224 F.3d 942, 958 (9th Cir. 2000) (“Under rule-of-reason analysis,
then, because CDA’s advertising restrictions do not harm consumer welfare, there is no antitrust
violation. In other words, the FTC has failed to demonstrate substantial evidence of a net
anticompetitive effect.”).

110. The “true test of legality” examines “the facts peculiar to the business to which
the restraint is applied,” including “its condition before and after the restraint was imposed.”
Bd. of Trade of City of Chi. v. United States, 246 U.S. 231, 238 (1918) (emphasis added).

111. Complaint Counsel’s failure to evaluate effects in the market after the agreement
was entered is contrary to the traditional rule of reason analysis. United States v. Microsoft
Corp., 253 F.3d 34, 95 (D.C. Cir. 2001)

112. Complaint counsel does not offer any evidence that the SLA delayed generic

competition, especially in light of the various patent lawsuits.
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C. Impax Offered Convincing Evidence that the Agreement Had Significant
Procompetitive Benefits

113.  After Complaint Counsel proves that the agreement resulted in anticompetitive
effects—which it has not—"[t]he burden then shifts to defendants to offer pro-competitive
justifications for the arrangement.” Geneva Pharm., 386 F.3d at 5009.

114.  Thus, under the rule of reason, Impax is entitled to show that the SLA was in fact
procompetitive. N.C. Bd. of Dental, 152 F.T.C. at 205.

115. In other words, “an antitrust defendant may show in the antitrust proceeding that
legitimate justifications are present.” Actavis, 133 S. Ct. at 2236.

116. Indenying Complaint Counsel’s Motion for Partial Summary Judgment, the
Commission noted that “this case involves factual circumstances not presented in Actavis. In
particular, this case involves patents beyond those in litigation at the time of the Settlement
Agreement, and a provision of that agreement allowed generic entry notwithstanding the
potential that such patents might issue.” Comm’n Decision at 12.

117. The Commission further held that “the extent to which [the] settlement allow[ed]
entry prior to patent expiration” is relevant to “balancing anticompetitive harms and
procompetitive benefits.” Id. (emphasis omitted).

118. The SLA was procompetitive because it allowed generic entry eight months prior
to the expiration of the *456 and ’933 patents.

119. The SLA was procompetitive because it allowed generic entry over ten years
before the expiration of the *122 and 216 patents.

120. The SLA was procompetitive because it allowed generic entry over 16 years

before the expiration of the *779 patent.
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121. The SLA benefited consumers and competition by “eliminating an independent
and substantial hurdle to generic entry” reflected in the additional patents Endo secured after
executing the SLA, and thereby achieving “the “‘full freedom to operate’ without the risk of [a
further] patent infringement claim,” the SLA ensured that consumers would have early and
reliable access to a low-cost generic version of Opana ER. Wellbutrin, 133 F. Supp. 3d at 759;
see FTC v. AbbVie Inc., 107 F. Supp. 3d 428, 437 (E.D. Pa. 2015) (agreement that “facilitat[ed]
Teva’s ability to compete in the cholesterol drug market [was] good for the consumer” and
procompetitive under Actavis); Toscano v. PGA Tour, Inc., 201 F. Supp. 2d 1106, 1123 (E.D.
Cal. 2002) (challenged restraints “further[ed] consumer welfare” where they “provide[d] a
product that would not otherwise exist”).

122.  The Supreme Court has held that “enabl[ing] a product to be marketed which
might otherwise be unavailable . . . widen[s] consumer choice . . . and hence can be viewed as
procompetitive.” NCAA v. Bd. of Regents of Univ. of Okla., 468 U.S. 85, 102 (1984).

123.  Therefore, there can be no dispute that, on net, the SLA promoted competition
and enhanced consumer welfare. See Cal. Dental Ass’n, 526 U.S. at 771 (restraints that have
“net procompetitive effect” are not unlawful); Microsoft, 253 F.3d at 95 (“[P]laintiffs must show
that [defendants’] conduct was, on balance, anticompetitive.”).

124. Impax’s five years of sustained sales, made possible by the SLA, have benefited
consumers, and these competitive benefits far outweigh the hypothetical elimination of some
unparticularized “risk” of competition posited by Complaint Counsel. See Eisai, Inc., 821 F.3d
at 403 (“assuring [consumers] the availability of supply” is a consumer benefit); Wellbutrin, 133

F. Supp. 3d at 760 (“ensuring consistent supply of product” is procompetitive).
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125.  The benefit inured to consumers from the SLA, including Impax’s five years of
sustained sales, far outweigh any hypothetical benefits from a hypothetical at risk launch. See
Eisali, Inc. v. Sanofi Aventis U.S., LLC, 821 F.3d 394, 403 (3d Cir. 2016) (“assuring [consumers]
the availability of supply” is a consumer benefit); Wellbutrin, 133 F. Supp. 3d at 760 (“ensuring
consistent supply of product” is procompetitive).

126. Complaint Counsel has not offered any evidence that even purports to outweigh
the real-world, procompetitive benefits proven by Impax. Under the rule of reason, this is
dispositive. See Microsoft, 253 F.3d at 95 (“[I]t is plaintiffs’ burden to show that the
anticompetitive effect of the conduct outweighs its benefit.”).

D. Complaint Counsel Must Prove That The Agreement As A Whole Is
Anticompetitive

127. Complaint Counsel’s argument that the procompetitive benefits analysis under the
rule of reason may only consider the alleged “payment” terms of the SLA, not the entire
challenged restraint, ignores that courts must “look[] at the whole of the settlement to determine
its alleged effect on competition.” Loestrin Il, 2017 WL 3600938, at *16; see Geneva Pharm.,
386 F.3d at 507 (defendant entitled to “offer evidence of the pro-competitive effects of the[]
agreement”) (emphasis added); In re Niaspan Antitrust Litig., 42 F. Supp. 3d 735, 752 (E.D. Pa.
2014) (competitive effects of challenged settlement and side deals must be assessed as a whole
rather than “in isolation™).

128. Itis inappropriate to “evaluate the settlement . . . in a piecemeal, provision-by-
provision approach,” since settlements are “negotiated as a whole, agreed to as a whole, and [go]
into effect as a whole.” Wellbutrin, 133 F. Supp. 3d at 753-54; see also Comm’n Decision at
12-13 (“Some courts have held that the context of the broader settlement agreement in which a

reverse payment occurs is relevant in assessing its anticompetitive effects.”) (citing Wellbutrin,
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133 F. Supp. 3d at 753-54, and In re Aggrenox Antitrust Litig., 94 F. Supp. 3d 224, 243 (D.
Conn. 2015)).

129. Complaint Counsel’s assertion that any procompetitive benefits must be
attributable to the alleged payment terms is nonsensical, since a payment never has competitive
effects in isolation from the rest of the agreement. See 15 U.S.C. 8 1 (prohibiting agreements in
restraint of trade); Black’s Law Dictionary (10th ed. 2014) (defining “restraint of trade” as “[a]n
agreement between two or more businesses” that eliminates competition); Bd. of Trade, 246 U.S.
at 238 (“restrain” means to “bind”).

130. Nor is this approach consistent with Complaint Counsel’s allegations that the
anticompetitive effects flow from the SLA as a whole, rather than the alleged reverse payment
terms alone.

131. Complaint Counsel’s approach would also permit it to cherry-pick value-
conveying terms (alleged “payments”) that it considers objectionable, while ignoring others.

E. Complaint Counsel Did Not Prove That a Less Restrictive Alternative Was
Actually Feasible Under the Circumstances

132.  Under the rule of reason, once the defendant has made a showing of
procompetitive effects, the burden shifts back to the plaintiffs to prove that any legitimate
competitive benefits offered by defendants could have been achieved through less restrictive
means.” Geneva Pharm., 386 F.3d at 507.

133. Inorder to counter the unrebutted procompetitive effects flowing from the SLA,
Complaint Counsel “must demonstrate that the restraint is not reasonably necessary to achieve
the stated [procompetitive] objective,” United States v. Brown Univ., 5 F.3d 658, 669 (3d Cir.

1993), or in other words, that the “legitimate objectives can be achieved in a substantially less
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restrictive manner,” O’Bannon v. NCAA, 802 F.3d 1049, 1070 (9th Cir. 2015) (quoting Tanaka v.
Univ. of S. Cal., 252 F.3d 1059, 1063 (9th Cir. 2001), cert. denied 137 S. Ct. 277 (2016)).

134. The showing that a less restrictive alternative was feasible is unequivocally
complaint counsel’s burden. O’Bannon, 802 F.3d at 1074; In re McWane, Inc., No. 9351, 2014
WL 556261, at *36 (F.T.C. Jan. 30, 2014).

135. Complaint Counsel must “make a strong evidentiary showing” that its proposed
less restrictive alternative would be “viable.” O’Bannon, 802 F.3d at 1074 (emphasis added).

136. Complaint Counsel’s proposed alternative “must be “virtually as effective’ in
serving the procompetitive purposes of the [challenged restraint], and ‘without significantly
increased cost.”” 1d. (quoting Cty. of Tuolomne v. Sonora Cmty. Hosp., 236 F.3d 1148, 1159
(9th Cir. 2001)).

137.  The speculative expert testimony Complaint Counsel offers is inadequate to
“show” a less restrictive alternative. Cf. Martin v. Omni Hotels Mgmt. Corp., 321 F.R.D. 35, 40-
41 (D.D.C. 2017) (*“a party cannot avoid summary judgment when it offers an expert opinion that
is speculative and provides no basis in the record for its conclusions™).

138. Complaint Counsel has not shown—or even attempted to show—that the
procompetitive benefits from the SLA could have been achieved through some less restrictive
alternative.

139. This, too, is fatal to Complaint Counsel’s claims. See N. Am. Soccer League, LLC
v. U.S. Soccer Fed’n, Inc., No. 17-CV-05495 (MKB), — F. Supp. 3d —, 2017 WL 5125771, at
15, *19-21 (E.D.N.Y. Nov. 4, 2017) (plaintiffs failed to show likelihood of success where
defendant adduced evidence of procompetitive benefits and plaintiffs failed to “provide some

alternative to the [challenged restraint] that offer[ed] the same procompetitive benefits . . .
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